BIOMERIEUX

REF| 412334/423823

051834 - 01 - 2021-03 @

ETEST® Erythromycin (EM) (0.016-256 pg/mL)

Etest EM ERYTHROMYCIN - E-TecT aputpomuumH 256 (ganee no tekcty metogq ETEST EM, ETEST, TecT-
nonocka ETEST, metog ETEST, Habop peareHToB ETEST, TecT, TecT-nonocka)

VD)

Ha3HauyeHue

ETEST — 370 py4HOV KONMMYECTBEHHbIN METOA, ONPEAENEHUs YyBCTBUTENBHOCTU K aHTUMMKPOGOHBIM NpenapaTtam
rpaMoTpuLaTenbHbIX Y IPaMMONIOKUTENbHBIX a3POBHBLIX GaKTEPUI, U GaKTEPUI CO CIOXHBIMU NUTATENBHLIMU
noTpebHocTAMK. CUCTeMa COCTOUT U3 CTaHAAPTHOTO rpaJveHTa aHTUGNOTUKA, KOTOPLIV UCNOSb3yeTcs As
onpeaeneHns MMHUMarbHOW UHIMBupytoLlen koHueHTpauun (MUK, BelpakeHHOM B MKI/MIT), pasnuyHbIX aHTUMUKPOGOHbBIX
npenapaTtoB A1 MMKPOOPraHM3MOB NMOCPELCTBOM KySbTUBMPOBAHWUS Ha MUTATENIbHOM arape B TEYEHUE HOuUM.

lNMoka3aHusA K npUMEeHeHun

MeTton ETEST EM moxHo ucnons3oBaTb Ans onpeaenenns MUK sputpomuumHa B OTHOLLIEHUN CREeaYOLWMX

MWKpPOOPraHW3MOoB:
* A3pobbi:

o [pamnonoxuTenbHble asapobbl: Staphylococcus, Enterococcus, R-remonMTuyeckue CTpenTOKOKKU

« Streptococcus pneumoniae

MpuvHUMN

ETEST npeacraBnsieT cobom TOHKY0, UHEPTHYHO,
HeMopMCTYIO NNacTUKOBYIO TECT-MOMOCKY. Ha ogHy CTOPOHY
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha
APYrylo — CTaHAAPTHLIN FPagneHT aHTubunoTuka.

Korga TecT-nonocky HaHOCAT Ha 3aCesHHYH0 KynbTypoW
MUWKpPOOpPraHn3ma noBepPXHOCTb arapn3oBaHHOW cpeabl,
npegBapuTernbHO COOPMUPOBAHHbBIN rpagueHT
KOHLUEHTpauun aHTMObNOTNKa HEMEANEHHO NPOHMKaeT

B arap, a 3atemM obpasyeTt CTaburbHbIN,

HenpepbIBHbINA, SKCNOHEHLManbHbIN rpagueHT
KOHLUEHTpauumn aHTMb1oT1Ka HeNnocpeacTBEHHO Nof TecT-
nonockoMn. lNMocne nHky6aumm, B pesynsrare KOTopon
BakTepunanbHbI POCT CTAHOBUTCHA 3aMETHbIM, BOOMb TECT-
MOTOCKM MOXHO YBUAETb CUMMETPUYHbIV 3MUMC
UHrMbnposaHus. 3HaveHne MUK cunTbiBaeTcs co wkanbl
B MKI/MM NP1 NOSTHOM MHrMBMpoBaHumM pocTta baktepui

B MeCTe nepeceyeHns 3a0CTPEHHOrO KoHLa annunca

C TECT-MOMOCKOMN.

HecmoTps Ha cxoAcTBO € AUCKO-ANMEY3NOHHBIM METOAOM
(aHanornyHas npouenypa NpUroToBNEHNA NOCEBHON
KynbTypbl, BbIOOP NUTaTENnbHON CPefbl U YCroBuS
uHky6aummn), ETEST He aBnsaeTcsa AUcKo-anddy3nNOHHbIM
METOAOM W MOSHOCTLIO OTAMYAETCA OT OObIYHBLIX ANCKOBbIX
MeToA0B. [[paAneHT KOHLUEeHTpaunm aHTUMUKPOBHOro
npenapata B ETEST npegsaputensHo cchopMUpoBaH,
npegonpeaeneH n ctabuneH, u He 3aBUCUT OT Anddy3nn.
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CocTtaB Habopa

MHauBuayanbHas ynakoBka: Kaxxgas TecT-nomnocka CoaepXuT:
412334 30 TecT-nonocok » OuanasoH MUK aputpomumumHa: 0,016—-256 mkr/mn

YnakoBka Ha HECKOMbKO KapTPUMKEN:
423823 * 10 kapTpuoxKen, B KaXa0M no

10 TecT-NnoNocok 1 1 NnakeTuky
BnaronornoTuTens
* 1 KpblLKa

1 MHCTPYKLMS NO NPUMEHEHUIO, KOTOPYH MOXHO 3arpy3nTb ¢ canta www.biomerieux.com/techlib

Heob6xoaumblie MaTepuanbl, He BKIMlO4YeHHbIe B KOMNONEeKT

MaTepuanbi
+ ObwenabopatopHoe MuKpobuonormyeckoe obopyaoBaHue
+ TamnoHbIl (CTEPUIbHbIE, HETOKCUYHbBIE U HE CIIULLIKOM MIIOTHO CKPYYEHHbIE) Y NPOBUPKN.
+ PyyHoi annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIii nnHLeT NEMA C88™ (Homep
no katanory 559804), nMHUET UNn aHanorM4Hoe yCTPOUCTBO)].

* McFarland Standard — Ha6op ctangapTtoB myTHocTn Mak®apnaHaa (Homep no katanory 70900) unu emy
aHanornyHbIn.

* WNHkyBaTtop (+35 °C £ 2 °C).

* MwukpoopraH13mbl Ans KOHTPOMS KayecTBsa.

* WHokynatop RETRO C80™ (mononHuTensHo) (Homep no katanory 559803).

+ AnnnukaTtop SIMPLEX C76™ (gononHutensHo) (Homep no katanory 559802).

PekomeHayeMbie NnuTaTenbHbIE cpeabl

[ns onpeneneHust 4yBCTBUTENBHOCTU K aHTUMWKPOOHBIM Npenapatam (AST) crnegyeT Mcnonb3oBaThb
BbICOKOKa4eCTBEHHbIE Cpeabl ONpeaeneHHoro coctaBa, obecneymBatoLLme XopoLwnii pocT (CM. Tabnuuy 1 B KoHLE
pasgena «IHCTpYKUUsi NO NPUMEHEHMNIO» HAcCTOSLLEro BKNablla B ynakoBky). [Ins obecneyeHnsi nony4eHnst TOUHbIX
1 gocToBepHbIx nokasatenent MUK npoaykums BbIOGpaHHOM TOProBor Mapku J0MKHA UMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTUX K NapTuu.

YT1006bI npoBepuTb Ka4eCTBO Cpeabl, NnpoBeanTe nccnegoBaHne C NOMOLbO nogxoaAawmx WwWraMmmMmoB MUKPOOPraHM3moB
AnA KOHTpPONA KavyecTBa. Cwm. BKragpiw B ynakoBKy, NpegocTaBngemMbli MPOM3BOANTENEM Cpeabl.

Y6eaunTecnb, 4TO TonwMHa arapa B vaLike lNMetpu coctaensert 4,0 £ 0,5 mm 1 umeet pH 7,3 £ 0,1.

I'Ipe,qOCTepemeHml n Mepbl NpPpeaoCTOPOXKHOCTU

» Tonbko gns AMarHOCTUKM in vitro.

* Tonbko ansa npodeccMoHanbLHOro UCNoNb3oBaHus. [JaHHbIN TECT NpeaHa3HayYeH ANs UCNONb30BaHMWs
KBanuMguuUMpoBaHHbIMU COTPyAHMKaMKn nabopatopuu.

» Bcerga cobnioganite npaevna acenTuku Bo Bpems paboTel ¢ obpasuamu 6aktepuansHbix KynsTyp. Heobxognmo
cTporo cobnogaTtb yCTaHOBMNEHHbIE MEPbI MPEAOCTOPOXHOCTM B OTHOLLEHUM MUKPOOMONOINMYECKNX PUCKOB.

» TecT-nonocku npegHasHavyeHbl TONbKO ANA OOHOKPATHOIO NPUMEHEHUSA U HE OOMKHbI MCMONb30BaTbCS NOBTOPHO.

YcnoBus XpaHeHusa n CTabUNbHOCTb

[Ana nHaMBuAyanbHOM YNaKOBKM:
» XpaHuTb Npu TemnepaType, yKasaHHOW Ha ynakoBKe.
* He ncnonb3ywte peareHTbl MOCNe NCTEYEHMSA CPOKa rOAHOCTU, YKa3aHHOro Ha ynakoBKe.
» Tect-nonocku ETEST Heobxoaumo Bcerga XxpaHuTb B CYXOM, MPOXaAHOM, 3alULLIEHHOM OT BO34ENCTBUS SPKOro
cBeTa MecrTe.
* He xpanuTe TecT-nonockn ETEST, ocTtaBumnecs nocne BCKPbITUA MHAVBUAYANbHOWN YNaKOBKM.
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onsa ynakoBKU Ha HECKOJIbKO KaprMA)KeVI:

XpaHnTe He BCKPbITbIE Y BCKPbITbIE KAPTPUAXKM NpY TeMnepaType, YKasaHHOW Ha ynaKkoBkKe.

He ncnonb3ayiiTe He BCKPbITbIE KAPTPUAXKMN MOCIE NCTEYEHNS CPOKa rOAHOCTU, YKa3aHHOMO Ha yrnakoBKe.
TecT-nonocku ¢ ETEST, ocTaBlumecst Hem3pacxof4oBaHHLIMU 13 BCKPLITOrO KapTpuaxa, cnegyet XpaHuTb B CyXOM
mecTe. He BbIHMMaWTe BnaronornoTuTenb Nocrne BCKPbITUA 1 3aKpbiBalTe kKapTpuax (BXOASALLEN B KOMMNEKT
KPbILLKOIN) cpa3y nocne UCnornb30BaHus.

TecT-nonockn ETEST Heobxoanmo Bceraa XxpaHuTb B CYXOM, NPOXNaAHOM, 3alLULLEHHOM OT BO34ENCTBUS SSPKOro
cBeTa MecTe.

Mocne BCKpbITUA KAaPTPUOXK MOXHO XPaHWUTb B TEHYEHMe KonnyecTsa AHEW, yka3aHHOro Ha HeM cOoky. 3anuwinTe
[aTy BCKPLITVS KapTpUmKa psaom ¢ cumeosiom LElepe MCMOMb30BaHMEM OCTaBLLMXCS TECT-MOSOCOK y6eamnTecs,
YTO CPOK XpaHeHus nocne BekpbIiTus (14 nnm 31 geHb B 3aBUCMMOCTM OT MOMEKYMbl) HE NPeBbILLaeT CPOK FOAHOCTH,
YKa3aHHbIA Ha yrnakoBKe.

Mocne BCKpbITMA KapTPUAXK MOXHO HECKOSbKO pa3 3aKkpbiBaTb M OTKpbIBaTb. [py Hagnexailem XxpaHeHun

1 obpalleHnn 3To He BNnseT Ha cTabunbHOCTb. KonnyecTBo 6enbix NpAMOYronbHUKOB B KBagpaTe, HanevyaTaHHbIX
Ha NpaBoK CTOPOHE, 03HAYaET, CKOMNbKO pa3 MOXHO OTKPbITb KApTPUAX, BKNtoYas BCKpbITHE (3 pasalinu 4 pasa BEE
3aBMCUMOCTM OT Monekynbl). YTobbl 3admKkenpoBaTh 3TO YACNO, 3aKpackTe OAMH 13 BenbiX NPAMOYroNbHUKOB NPy
BCKPbITUW KapTpuaka 1 3aTem 3akpallumBante no ogHoMy 6enomMy NnpsiMoyrofnbHUKY Kaxabl pas, oTKpbiBas

1 3aKpbiBas KapTpUaX.

lMpumepsbi (3MuKkemKu HUxe npueodsIMCsi MObLKO 8 CrPaBoYHbIX UEssiX):

ETEST® XXX 0.016-256 pg/mL ETEST® XXX 0.016-256 pgfn‘_IL
- - <4140 HO [Tq] - - <31p QOO
I:[ﬂ— —_ — — = — nggggo-01 1] —_—— == == 099899-01 (1]

Mocne Toro kak kapTpuax OyaeT OTKPbIT MakcumanbHOe KONMYeCcTBO pas, BCe OCTaBLUMECH TECT-MOMOCKU cneayeT
YyTUNN3NMpoBaTh.

Bxopgswer B KOMMMEKT KPbILLKON MOXHO 3aKpblBaTb TONbKO KapTPUAXKM U3 TOTO e KoMmnnekta. He ncnonessynte
KPbILLKM OT APYrMX NapTun nnv npenaparos.

KpbILLKy cnegyeT yTunuanposaTtb Nocne ee ncnonb3osaHns ¢ 10 kapTpuakamy U3 ynakoBKu.

Ucnonb3oBaHue

Mepen ncnonb3oBaHvem TecT-nonocok ETEST 13 HepacKkpbITON ynakoBku HEOO6XOAMMO OCMOTPETh YNakoBKy Ha
npeameT OTCYTCTBUS NOBPEXAEHWA. He ncnonb3yite B cnyvae, ecnv ynakoeka bbina noBpexaeHa.

Mocne n3bATUA N3 XONOAMIbHUKA/MOPO3UITbHMKa HEOHX0AMMO BbiAEpPXKaTb MHAMBUAYATbHYH YNakoBKy Unn
YMaKOBKY Ha HECKOIbKO KapTpuaXen npu KOMHaTHON TemnepaTtype A0 BCKpbITUS (0Kkono 15 MuHyT, ecnn
Temneparypa xpaHeHus coctaensana +4 °C, unu okorno 30 MUHYT, ecrnv TemnepaTypa XpaHeHusi coctaBnana

-20 °C). UsBnekaTb TECT-NOMOCKY 13 YNAKOBKM CrieayeT HeNoCpeACTBEHHO nepes ucnonb3oBaHnem. MNMepen
BCKPbITUEM YNaKoBK/M HEOOXOAMMO [OXAATbCA MOHOro MCNapeHns Briar, KoTopas Morfna CKOHOEHCMPOBAaTLCH Ha
BHELLHEN NOBEPXHOCTMW YNaKoBKM.

He npukacavTecb K NOBEPXHOCTW TECT-MOOCKM, Ha KOTOPOW HaxoAMUTCH rpaaneHT (K CTOPOHE, MPOTMBOMOMOXHON
wkane MUK). Ans B3aTua tect-nonocok ETEST pekomeHayeTcst MCNOnb30BaTh PyYHON annnukaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbiii nuHueT NEMA C88™ (puc. 2), nuHUeT unm nogobHoe uM ycTpoicTso]. B cnyvae
n3BrneyeHus Tect-nonocok ETEST Bpy4YHYO0 NMHLETOM MK NOAOOHBIM YCTPOMCTBOM paspeLlaeTcs npukacaTbcs
TONbKO K KOpEeLLKaM (TOMy MECTY, Ha KOTOPOEe HaHeCeH 2- unu 3-6yKBEHHbIN KOA).

bioMérieux SA pycckum - 3



® .
ETEST® Erythromycin (EM) (0.016-256 pg/mL) 051834 - 01 - 2021-03 - ru

Puc. 1 Puc. 2

M3Bne4veHne Tect-nonocku ETEST 13 unamemuayansHom M3BneyveHne Tect-nonockn ETEST 13 kapTpuaka ¢ NOMOLLBIO
ynakoBku ¢ nomotusto Mini Grip-It BakyymHoro nuHueta NEMA C88™

* UHCTpyKUuM Ans UHAUBUAYaNbLHON YNaKOBKU:

Mpexpae YeM OTKPbIBaTb YNakoBKY, OCTOPOXHO NOCTYYMTE YNakoBKOW No TBEPAON NOBEPXHOCTY,
YTOGbI TECT-NONOCKA OKasanach Ha AHE YNaKoBKU, 3aTeM 3a)KMUTE YNaKoBKYy Mexay 60nbLmm
W yKasaTenbHbIM ManbLaMu, NOMEeCTUB KOHYMK GOMbLUOro nasnbLua B yriyGneHue Ha 3aaHen
CTOpPOHE.

HaxmunTe GonblunM nanbuemM Brepes 1 ykasarternbHbIM nanbLem Hasag, YTobbl OTNOMUTL
anoM1MH1MeByo 060MoYKy, NMpU 9TOM BAaronornoTUTeNb AOMMKEH OCTaTbCA B BEPXHE YacTu
yMaKoBKM.

OTorHuTte BEpPXHIOK 4acCTb Ha3aj, YTOObI MOMTHOCTLIO OTKPbITb YNAaKOBKY.

M3BneknTe TecT-nonocky ETEST 13 ynakoBKku ¢ NOMOLLbIO MUHLIETA UMW APYroro annnukaTopa.

MogHMMUTE A3bIYOK 13 PONbrY B BEPXHEN YaCcTu KapTpuaxa u noTaHWTe Hasag,
YTOObI NONHOCTLIO CHATB.

MpumevaHue: Ybeaumtech, 4TO NOCHE BCKPbITUS HA KAPTPUAXE He OCTanoch
donbrn, MOCKOMbKY OHa NMOMELLAET KakK CrieayeT 3aKpbiTb €70 KPbILLKOW.

B kapTpuaxxe HaxoguTcsa NakeTUK KkannesmMaHom opMel ¢ Briaronornotutenem. He ussnekante Bnaronornotutens
nocrne BCKpPbITUA.
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* MeTog py4Hoi ob6paboTku: * MeTtoa aBTOMaTtu4yeckon obpaboTkuM

o Ecnu ncnonbayeTcs BakyyMHbIN MOMOLLbI0 aBTOMATUYECKOro
nuHuet NEMA C88™ unn annnukatopa SIMPLEX C76™:
annnukaTtop Mini Grip-It o 3arpyaute KapTpuaxm c TecTt-
(pekomeHayemble MeToabI): nonockamn ETEST Hanpsmyto B
Bo3bmuTe BEPXHIOK TECT- aBTOMaTM4eCKui annnukaTop
nonocky ETEST, He kacasick SIMPLEX C76™ (MHCTpYKLUWK CM.
BRaronorfnoTuTens. B PYKOBOACTBE NOMb30oBaTensi

annnukatopa SIMPLEX C76™).
o Ecnu ncnone3yetcs nuHUET unu

aHanornyHoe ycTponcTBo:
HaxmunTe ykasaTenbHbIM
nanbLEeM Ha Y3KuUI KOHeL|
nakeTuka c BNaronornotTuTenem,
4YTOObI NPUNOAHSATL TECT-
nonocku. He HaxumanTe Ha
oKkpyrnyto vactb. Npuaepxmsas
nanbLUem BraronornoTuTens,
M3BMEKUTE BEPXHIOKD TECT-
nonocky ETEST 13 ynakoBku
NUHLETOM MM aHanorMYHbIM
YCTPOWCTBOM.

Cpasy nocne ncnornb30BaHUs HaAEHbTE KPbILLKY Ha KapTpyax (B NpaBUIbHOM
NONOXEHUN) N XpaHUTE ero, Kak ykasaHo B pasgene YCIOBUA XPAHEHUA
N CTABUIIbHOCTb.

054384-01

MHCprKUMFI no npuMeHeHunr

MpurotoBneHune cycneH3nmn n noces

1. [osegwute cpepny u Tect-nonockn ETEST go koMHaTHON Temnepartypbl.

2. Cwm. Tabnuuy 1 B KOHLIe 3TOro pasgena.

3. lMoaroToBbTe CycneH3uto: CyCcneHampyTe XOpOLLO N30NNPOBAHHbIE KONOHUMW, BbIPOCLLUME Ha Yallke C arapoM
B Te4yeHne Houn. [Ins MUKPOOpraHM3mMoB CO CIOXHBLIMU NMUTaTENbHbIMU NOTPEOHOCTAMM, TaKUX Kak MHEBMOKOKKM,
CTPENnTOKOKKM, FOHOKOKKM, aHaapobbl 1 Haemophilus spp., nCnonb3ynte CycrneH3nto, NPUroToBneHHyio B 6ynboHe
B TeyeHue 15 MuHyT. Y6eanTech B HanNuynm B NOCEBHON CYCMNEH3MM NpaBunbHoro konnyectsa KOE/mn
(koroHueobpasytoas eguHMLa) OTHOCUTENBbHO COOTBETCTBYIOLLEro ctangapTa no wkane Mak®apnanga. [JaHHbIn
MYHKT 0COBEHHO BaXkeH Ans MUKPOOPraHW3MOB CO CIOXHBIMU NMUTaTENbHbIMU MOTPEOHOCTAMM, N CAM3UCTBIX KONIOHWI
MWUKPOOPraHn3moB. [pu npaBuibHOM NPUrOTOBIIEHNM CYCMEH3WM MOCIE KyNbTUBUPOBAHUS AOMKeEH ObITb NonyyveH
CNIIOLUHON MW NPaKTUYECKM CMITOLLHOM POCT Ha MOBEPXHOCTU CPeabl.

4. CraHpapTbl MyTHOCTM Mo wwkane Mak®apnaHga He rapaHTMpyoT NPaBMIIbHOTO KONMYECTBA XXU3HECNOCOBHbIX
H6akTepuin B cycneH3unn. Heobxoanmo npoBOAUTL perynsipHbI NoAcHeT KONIOHWI AN NpoBepku Toro, obecnevnsaeT
N1 ucnonb3yemasi METOAUKA NOCEBA MOJy4YEHNE HYXXHOTO KONMMYecTBa XMU3HeCcnocobHblx 6aktepuin (B8 KOE/mn).
CmoTtpute pasgen KOHTPOJIb KAYECTBA.

5. BbINONHWUTE NOCEB: OKYHUTE B MOCEBHYO CYCMEH3NI0 CTEPUNbHBIA, HETOKCUYHBIA U HE CIINLLKOM TYrO CKPYYEHHbIN
TamnoH. Yaanute nsbbiTOK XXMAKOCTU, NPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTN CTEHKM Npobupku. YaanuTe
Bonblue XMAKOCTK, Koraa AenaeTcs Noces Ha Yallky gvameTpoM 90 MM, M MEHbLLE NPY 3acCeBaHUN YaLlKu
AvameTtpom 150 mm. TwaTensHO pacnpeaenuTe CycrneH3unio No NOBEPXHOCTU arapa LTpMxamu B Tpex
HanpaBneHusix, Kaxxabln pa3 noBopaymsas vaLuky Ha 60 rpagycos, 4yTobel obecneunts paBHOMEpPHOe pacnpeaeneHue
noceBHOro Matepuana. B kadecTse anbTepHaTVBbl MOXHO MCMONb3oBaTh NHOKynsaTop RETRO C80™ ans
3PP eKTUBHOIO pacnpeaeneHs NoceBHON CYCNeH3nn No NOBEPXHOCTM arapa (puc. 3) (MHCTPYKLMKU CM. B
PYKOBOACTBE Norb3oBaTens nHokynatopa RETRO C80™). [aiite nabbiTky Bnaru ancopbuposathes B TeueHne 15-20
MWHYT, TaK 4TOObl MOBEPXHOCTbL Gblfla NONMHOCTLIO CYyXOM nepea HaHeCeHNeM TeCT-NONOCOK C rPagueHTOM
ETEST.
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MoceBs Ha yallKy ¢ arapoM ¢ NOMOLLLIO MHoKynsTopa RETRO C80™

HaHeceHune TecT-noONocok 1 NHKyb6aumus

1. YBepuTtecb, 4TO 3acesHHas NOBEPXHOCTb arapa NOMHOCTHIO Cyxas.

2. Ortkponte ynakoBky ETEST, kak ykazaHO B MHCTPYKLMM MO BCKPbITUIO U paboTe ¢ TeCT-NoMNockamu.

3. Tect-nonockn ETEST MOXHO HaHOCUTb Ha 3acesiHHY0 NOBEPXHOCTb arapa C NOMOLLbIO py4HOro annnukaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nnHUeTa unn Apyroro aHarorniHoro ycTpoincTea) nuéo
aBToMaTmyeckoro annnukatopa SIMPLEX C76™ (puc. 5). Pasmectute Tect-nonocky ETEST wkanoit MUK seepx
(no HanpaBneHUIo K KPbILLKE YaLlK1) N MaKCUMarnbHON KOHLEeHTpaumer brnmxe K kpato vawku (puc. 4 un 5).

Low

o
3

HaneceHue TecT-nonockm ETEST® Ha nosepxHoCTb
arapv3oBaHHOW cpefbl C MOMOLLbIO BaKyyMHOro NuHLUeTa
NEMA Cc88™

Puc.5

Hanecenue TecT-nonockn ETEST® Ha noBepxHOCTb
arapusoBaHHOW cpefbl C MOMOLLIbIO aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™

4. MoXHO 1cnorb3oBaTh LWabroH Ans onTUMarbHOrO NOMeLLeHus TecT-nonocok ETEST paBHoyaaneHHo apyr ot
Apyra B Yallke c arapoM. B ogHoit yaluke auameTpom 150 MM € arapom MOXHO pa3MecTuTb 40 LEeCTU TECT-NOMOCOK
ETEST (puc. 6a), a B ogHol Yaiuke auameTtpoM 90 MM ¢ arapom — o Agyx (puc. 66). [ins MukpoopraHm3amoB
C OXXMJaeMON BbICOKOW YyBCTBUTENbHOCTbLIO UCMOMb3YTE MEHbLLE TECT-MOMOCOK Ha Yallke auameTpom 150 mm

N TONbKO OOHY TECT-NOJIOCKY Ha Yallke AMaMeTpoM 90 Mm.

Puc. 6a.

LLlabnoH ansa 6 TecT-nonocok B Yaluke guameTpom 150 mm

Puc. 66.

LLlabnoH onsa 2 TecT-nonocok B yaiuke gnametpoM 90 Mm

5. Heobxogmmo yﬁeﬂMTbCﬂ, YTO TECT-NMOSI0CKa MONTHOCTLIO NpuUneraeT K NOBepXHOCTU arapa. He cnegyert pasmellarb
TECT-NOJIOCKY B NepeBepHYTOM MOJIOXKEHUN, TaK KakK annunc VIHFVI6VIpOBaHVIF| He o6pa3yeTc;|, NOCKOJbKY aHTUBMOTUK
He MOXEeT MPOHUKHYTb Yepe3 HEMOPUCTYHO NIacTUKOBYHO TeCT-NOMoCKy. MNpn HeobXx0aUMOCTUN MOXHO yoanntb
BO34YLUHbIE MOMOCTU, BUANMbIE MO TECT-NOMIOCKON, OCTOPOXKHO HaXUMas Ha TECT-MOSTOCKY (He aBurasa ee) KOHYMKOM
annnmkatopa unn nMHUEToM, Npu 3TOM HanpasneHne OBnXeHna OOIMKHO ObITb OT MMHUMAIbHON KOHUEHTpaunn
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K MakcumansHon. ManeHbkne Ny3blPbKM HE BIMUAKOT Ha pe3ynbraTbl TECTUPOBAHUA. Mocne HaHeceHus TecCT-
NONIOCKYy Henb3dA cABUraTtb, NOCKONIbKY Nnponcxoanut MrHoBeHHoe BbICBOGOXAEHMEe aHTUOMOTHKA B arap.
KyﬂbTVIBI/IDOBaTb YallKy C arapom crnegyet B nepeBepHYyTOM NOJ10XEHUN (KprLIJKOVI BHMS), nocTaBneHHbIMWU OpYyr Ha
apyra, HO He 6onee 5 valuek, B COOTBETCTBUM C ycnoBuAaMHK, npuBeeHHbIMA B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHusa no Bbl60py nuTaTenbHbIX cpeA, NoAroToBKe NOCeBHOro MaTtepuana u KynbtTuBupoBaHuio

MocesHol maTepuan KynstuemposaHue
pynna ArapusoBaHHast o OnTuyeckast
MUKPOOPraHN3MOB nuTaTenbHAs cpena MutatenbHas cpeaa @ NNOTHOCTb (MO Temnepatypa foetiae ) e e
9) wkane (£2 °C)
Mak®apnaHga
0,85 % NaCl (unu (0] aroLa:
A3pobbl Mionnepa-XuHToHa > o ( 0,5 +35°C Kpyxaiowas 16-20
COmneBoI pacTBop) cpeda
Mionnepa-
XuHTOHa + 5 % KpoBwu
(no crangaptam CLSI) Byneon Mionnepa- 0,5
Streptococcus XWHTOHa (Mnn coneBon
pheumoniae MHF — arap pacTBop unm GynsoH (1, ecnm +35 °C 5% CO, 20-24
W CTpenTOKOKKM &) Mionnepa-XuHToHa ans C CEPIEUHO-MO3rOBLIM KOMNoHUsi
NpYXOTIIMBbIX akcTpakTom (BHI) cnuauncTas)
MWKPOOPraHu3moB (no
craHgaptam EUCAST)

Mpumeyanwns:

a) bbino ycTaHOBMEHO, 4YTO CycneH3nanbHbIn pactBop (Homep no katanory V1204) coemectum ¢ ETEST.

6) Bbino yctaHoBneHo, 4To «Brain-heart infusion broth - CepaeyHo-mo3roBor 6ynboH (Mo TEKCTY «BYNboH C
cepaeyHo-MOo3roBbiM aKkcTpakTom»)» (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.

B) Mpu KyNnsTMBMPOBAHUN NPUXOTANBLIX MUKPOOPraHM3MOB (CO CNOXHbIMU NUTaTeNbHbIMW NOTpebHoCTAMK) B 5 %
CO, utorosoe CHuxeHne pH MoXeT HeraTUBHO CKa3aTbCsl Ha aKTMBHOCTM Makponvaos. CrnegyeT yunTbiBaTb, YTO
MOryT BbITb NONyYeHbl pasHble pe3ynbTaThl B 3aBUCKMOCTM OT TOrO, MHKYBMPYIOTCS NN NOMOCKN B OKPY>aroLem
Bo3sgyxe nnu B CO,.

r) Y6eamTecsh, 4TO Yallka C arapoM KynbTUBMpOBanack B TeHYeHWe pekoMeHA0BaHHOro Nneproga BpeMeHu, npexae
YeM CHMMaTb NoKasaHus, 0COGEHHO B Cryyae 3ameaneHHOro NPosiBNeHNs YCTOMYMBOCTN U MEANEHHO PacTyLLmX
NPUXOTNMBbLIX MUKPOOPraHU3MOB.

A) Tonbko B-reMonuTUYeckne CTPENTOKOKKM.

Pe3yn bTaTbl U UHTEpNpeTauus

Yyer pesynsraToB

Korga poct 6aktepuii xopoLlo 3aMeTeH, cumTanTe 3HadeHne MUK B mecTte, rae annunc nHrimbupoBaHus nepecekaeT
TecT-nonocky. KoHeuHble 3HavyeHnss MUK B metone ETEST 06bI4HO YeTKO BbipaXkeHbl, HO MOTyT HabntoaaTbest

1 pasnuyHble KapTUHbI pocTa/uHrMbrnposaHusa. Cm. nnncTpauum Huxke (puc. 7, 8, 9 n 10).

He yunTbiBanTe pesynsraThl, €Cnv KynsTypa BbIMMSANT CMELLAHHON UK eCcnn poCT GakTepuin 04eHb
HEe3HauYUTENbHbIN UMK CIIULLKOM rycTol. MoBTopuTe TeCT.

[ns 6akTepuocTaTnyecknx NpenapaToB, TaKMX Kak 3pUTPOMULMH, MPU Hanu4um BCe BO3pacTakLLmMX CO BpEMEHEM
KOHeuYHbIX 3HavyeHn MUK, cHumarite nokasaHusi B mecte 80 % MHrMbupoBaHus (B NepBoi TOYKE 3HAYUTENBHOIO
MHrMOGUPOBaHNS, BUOVMON HEBOOPYXXEHHBLIM r11a3oMm).

PocT Boonb Bcero rpagneHTa (OTCyTCTBUE annumnca MHIMbupoBaHust) o3HavaeT, 4YTo 3HavyeHne MUK Bbiwe nnum
paBHO HaMBbICLLIEMY 3HAYEHWIO Ha LUKane. Annunc MHIMGUPOBaHNUS HUXE rpagneHTa o3HavaeT, YTo 3HadeHne MUK
HWXe, Yem Hanbornee HU3koe 3HadyeHne Ha Wwkane. Ecnu annuncel MHIMGMpoBaHNS AN 3pPUTPOMULIMHA Y KOHEYHOTO
3Ha4YeHns «nagarwT», akcTpanonupynte 3HavyeHns MUK B mecte HayanbHoro otctyna, T.e. Ha 0,5-1 passeaeHue
BbILLIE MEpeCceYeHNs.

Ecnu B annunce nHrmbmpoBaHns NpUCyTCTBYOT M30NMPOBaHHbLIE MAaKpPOKONoHUN, 3HadeHne MUK otmevaeTcs Ha
YPOBHE, NpY KOTOPOM JOCTUraeTcsl NoIHOE MHIMBUPOBAHUE 3TUX KONOHUNA.

M36biToYHas Bnara B Yallkax nepen noceBoM, He[OCTaTOYHO BbICYLLIEHHAsA NOBEPXHOCTb Nepes HanoxeHnem TecT-
NonocoK U/vnM HepaBHOMEPHO 3aCesIHHbIE LLUTPUXOM NMOBEPXHOCTW MOTYT NMPUBECTU K OTCYTCTBUIO CMITOLLHOIO pocTa
unu 3ybyaTbiM Kpasm annunca. [MoBTopuTe TecT, ecnu y4eT KoHeuHbIx nokasatenen MUK 3atpyaHeH. B cnyyae
HepoBHbIX nepeceyeHnnn MUK ¢ nonockol yumTeiBanTe 6onbluee 3HaveHne. Ecnn passegeHun > 1, noBTopuTe TECT.
B cnyyae TyHHenbHOro pocta npeHebperavite TOHKOW NMMHWEN pocTa BAOMb TECT-MOMOCKN.
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Mpumepbl yyeTa pe3ynLraTtoB

-t )
38S

96
64
48
32
24
16
12
8
6
4
3
2
1.5
1.0

Puc. 7 Puc. 8 Puc. 9

S. pneumoniae (-CO,) S. pneumoniae (+COy) E. faecalis S. aureus
ATCC® 49619™ ATCC® 49619™ ATCC®29212™ ATCC®29213™
MWK = 0,047 mkr/mn MWK = 0,125 mkr/mn MWK = 2 mkr/mn MWK = 0,125 mkr/mn
UHTepnpeTauus

Ons uHtepnpetaunm 3HaveHnin MUK, nonyyeHHbix ¢ nomolbio Metoga ETEST, MOXHO Nonb3oBaTbCst MOPOroBbIMMU
3HadeHusiMm MUK ans onpegeneHns Kateropuin MHTepnpeTaumm, onyornmMkoBaHHbIMU YpaBneHnemM no KOHTPOIo
KayecTBa NuLLEBbIX MPOAYKTOB U nekapcTBeHHbIx cpeacts (FDA)/CLSI, EUCAST w/vnu Bawmm HaumoHanbHbIM
KOMUTETOM.

TekyLime norpaHnyHble 3HaYeHUsi NpuBegeHbl Ha Takux Beb-cavtax: https://www.fda.gov n/mnuhttps://clsi.org n/vnu
www.eucast.org.

Byay4yn nonHocTblo KonuyecTBeHHbIM MeTofom onpeaenerdns MUK, ETEST gaeT Bo3mMoxHOCTb nabopatopumn
coo6WnTL ToYHble 3HadYeHns MUK BmecTe ¢ kaTeropueit nHTepnpetaumn. ETEST onpegensieT 3HadeHms MUK no
HernpepbIBHOM LUKane 1 MoXeT nokasaTtb pesynbsraThl B TPOMEXYTOYHOM MOMOXKEHUN MexXay TpaauLMOHHLIMU
OBYKpaTHbIMW pa3BeaeHnsimu (B nonpassenexust). Ecnv sHavenne MUK no metony ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKpaTHbIMU pa3BedeHNsiMU, TO ero crneayeT OKpYrMuTb A0 Grnvbkanilero BepxXHero 3Ha4eHnst
[OBYKpaTHOroO passBefdeHuns nepes TeM, Kak KaTeropmsnpoBsartsb.

IMpumep nopoezosbix 3HadeHull MUK EUCAST (mka/mn):

S
)
YyscmeumenbHocmb npu R
YyscmeumernbHocmb ripu .
cmaHOapmHOM pexxume o Yemotiyusocmb
ysernu4yeHHoM 8o30elicmauu
do3uposaHusi
<0,06 0,12-1 >2

MWK 1 mkr/mn no metopy ETEST kaTeropuanpyeTcs Kak YyBCTBUTENBHOCTb NPU yBENUYeHHOM Bo3aencTBum (1), B TO BpeMs Kak
KOHUeHTpauus 1,5 okpyrnsetcsa Ao 2 MKI/MI 1 KaTeropusunpyetcs kak yctonumsocTb (R).

KoHTponb kayecTBa

UT06bl NPoBEepUTL paboune XxapakTepucTukm Habopa peareHtos ETEST, kauecTBO cpefl, NOCEBHOrO MaTepuana

1 1cnonb3yeMblx npoLeayp, NPOTeCTUPYiiTe WTaMMbl AN KOHTpons kavecTsa (KK), npueBeaeHHble B criegytoLlen
Tabnuue. PeareHTbl 1 MCMoNb3yeMble NpoLeaypbl CYNTAOTCS YAOBNETBOPUTENbHBIMU, €CINW NONyYeHHble 3HadeHust MUK
COOTBETCTBYHOT CreAyoLLMM crielmdukalmnsam KOHTPONs KayecTea:

bioMérieux SA pycckum - 8


https://www.fda.gov
https://CLSI.org
http://www.eucast.org

® .
ETEST® Erythromycin (EM) (0.016-256 pg/mL) 051834 - 01 - 2021-03 - ru

MWK AHTUMUKPOBHOIO Kono LUTAMMbI ONA KK ETEST OVMANA3OHbI MUK ONA KK ETEST (mkr/
MPEMNAPATA (mkr/mn) M)
S. pneumoniae ® - &
(-COy) ATCC® 49619 0,032-0,125 2).6)
SpuTpoMALIK EM S pneumoniae ATCC® 49619™ 0,064-0,25
0,016-256 (+COy) ) )
E. faecalis ATCC® 29212™ 142
S. aureus ATCC® 29213™ 0,125-0,5°®)
MpumeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 28t Edition (CLSI M100.
HopmaTuBHbIe noka3aTenu TeCTUPOBaHUSA aHTUMUKPOBHOWM YyBCTBUTENBHOCTH, 28- nsgaHue).

* b) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 8.0, valid from 2018-01-01
(EBponencknii KOMUTET MO TECTUPOBAHWUIO aHTUMWKPOBHOW YyBCTBMTENLHOCTH, Bepcus 8.0, AecTBUTENEH C
01.01.2018).

» ¢) NCCLS M7A2: Performance Standards for Antimicrobial Susceptibility Testing, 1990 (CtanaapTsl
NpoOu3BOANTENBHOCTU ANs TECTUPOBAHUS aHTUMMKPOBHOW YyBCcTBUTENBLHOCTH, 1990 T.)

Pesynbrathl aHanm3a naumeHTa He cnegyet coobuats, ecnu pesynstatsl KK BbIXOAAT 3a npefens! yTBEPXAEHHbIX
3HayeHun KK. Yactota nposegeHusa KK gomkHa yctaHaBnmBaTbCs kaxgon naboparopmen MHAMBUAyarnsHo.
PykoBogsLme npmHUmMnbl NpeacTaBneHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENbHOCTU K aHTubrnotmkam CLSI
cepuit MO7 1 M100." 2

Mpenensl 3HaveHun ana KK metoga ETEST moryT otnudatees ot cneundukaumn CLSI n (unn) EUCAST B HekoTopbIx
cnyyasx. MNpepensl 3HadeHuin ans KK metopa ETEST ocHoBbiBatoTCs Ha obwimpHol 6a3e, cobpaHHO Npu KOHTPOIIbHOM
TeCTUPOBaHNM BONbLIOrO YMCra CepUin peakTUBOB B TEYEHNE HECKOMNbKUX NET, U BKIHOYaKT AaHHbIe MHOTOLEHTPOBbIX
nccnenoBaHun.

Ecnwn 3Hadvenns MUK B oTHoweHun wtammo ansa KK HaxogsaTtcs Ha nonpassegeHuns Hke HkHero npegena KK, nx
cnepnyeT OKpYrMuTb A0 GrnvkanLlero BEpXHEro 3Ha4eHnst ABYKpaTHOrO pa3BefeHnsi nepes TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MogobHbiM obpasom, ecnu 3HaveHnss MUK HaxogaTcs Ha nonpasBefeHus Bbille BepXHEro npegena
KK, nx cnegyet cuntatb HecooTBeTCcTBYOWMMN KK.

HeO6XO,ELI/IMO npoBoanTb perynﬂpruZ noacyet KOMNOHUI Onda npoBepku Toro, obecneynBaet nu nony4vyeHHada NJOTHOCTb
CYCMEeH3Un MOCEBHOIO MaTepmana nofyvyeHne AoCTaTo4uHOro KONIMYeCTBa XM3HeCnoCco0HbIx 6akTepuit B KOE/mn.
MpurogHLI MaTepuan Ans nocesa Aact npubnuantensHo ot 1-5 x 108 KOE/mn.

CraHgapTbl MyTHOCTM Nno Mak®apnaHay He rapaHTUPYIOT NPaBUNbLHOrO KONM4YeCcTBa XKU3HECNOCOOHbIX
6aktepun B KOE/mn.

Oxunpaemble pe3ynbraTbl

YpoBHU YyBCTBUTEJIbHOCTU K aHTMbmnoTuKam ans pa3nn4yHbIX Ouronornyecknx I'IOI'IyJ'IﬂLI,VIVI 6aKTepvu7| 6onblLue HEBO3MOXHO
npeackasaTtb B CBA3UM C NPOrpecCuBHbIM pa3BUTUEM yCTOI;ILIMBOCTVI. I'IosTomy na6opaTopV|ﬂ AOJNKHa Nonb3oBaTbCA
OXungaembiMn pesynbratamm MWK pasnuyHbix aHTNBMOTUKOB ANs pedepeHTHbIX LUTAMMOB KOHTPOMS KadecTBa, 4YTOObI
obecneynTb COOTBETCTBUE TEXHUKU TEeCTUpPOBaHUA HeobxoanmbIM Tpe6OBaHVIF|M N pa3yMHYH TOYHOCTb nojly4aeMblX
KIMMHUYECKMNX pe3ynbraToB.

Paboumne xapakTepucTukm

Pabouve xapakrepuctukun ETEST ansa aputpomumumnHa 6binm ycTaHOBMNEHbI C UCNOMb30BaHNEM CPaBHUTESbHBIX OLLEHOK.
311 nccneposaHns nokasanu, uyto MUK no metoay ETEST EM koppenupytoT ¢ pedepeHTHbIM MeTogom CLSI M07."
MeTon ETEST cunTaeTcs no cyliecTBy akBuMBaneHTHbIM metogam CLSI, korga 3HaveHua MUK u3 obenx npouenyp
nokasbiBatoT nonHoe cooteeTcTBue (EA) = 90 % B npegenax + 1 passegeHus.

PaGoune xapakTepucTukM NpuBeaeHbl HXKeE:

MwuikpoopraHuam Lrammel (N) % nonHoro cooTeeTcTaus (EA) 2)
pamnonoxutensHble aspobbl 395 99
S. pneumoniae 192 97
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MpumeyaHus:
* a) EA — % 3Havennit MUK B npepenax * 1 pasBegeHus pepepeHTHOro MeToaa.

BaxHble 3ameyaHun

1. WHorpa HekoTopble kOMBMHaLMM BakTepum 1 aHTMBMOTMKA AaloT HeoXnAaHHble pe3ynbraTthl. B Takux cnyyasx
ManooneITHOMY nepcoHany 6yaeT CNoXHO NPUHATL PeLleHne No KoHeYHoMy 3HaveHuio MUK. OgHako, YTobbl
Hay4MTbCsi NPaBWIbHO ONPeAenaTb KOHeYHble 3HadeHnss MUK, coTpyaHMKM MOryT NpakTUKOBaTLCS, PErynsipHoO
ncnonb3ys pedepeHTHbIE WTaMMbl M CPaBHMBAs CBOKO paboTy ¢ pesynsrataMmu kBanuduumpoBaHHbIX paboTHUKOB.

2. Kak n Bce faHHble AST, pesynstatel ETEST aBRsoTCA TONBKO 3HAaYEHUSMU in Vitro u MOryT ykasbiBaTb Ha
noTeHUnanbHy YyBCTBUTENLHOCTb MUKPOOPraHN3MOB in vivo. Micnonb3oBaHue pesynsTaToB Npu BbIGope neveHns
[OOIMKHO ObITb €AMHONNYHBIM PeLLUEHNEM U OTBETCTBEHHOCTbIO Neyallero Bpaya. OH JOMmKeH NpUHUMaTh BO
BHYMaHWe MeAWNLMHCKMIA aHaMHe3 1 BCIO M3BECTHYIO MHopMaLumio 0 naumeHTe, dhapMakoknHeTuyeckmne
1 chapmakognHaMm4eckme CBOMCTBa aHTUOMOTMKA U KITMHUYECKWIA OMbIT NIeYeHUs faHHbIM NpenapaToM UHAEKLUI,
BbI3BaHHbIX KOHKPETHbIM BakTepuanbHbiM natoreHoM. Takke crnegyeT yunTbiBaTe TUM aHTUOMOTHKA, JO3Y U PEXUM
[031poBaHus.

3. [Ansa nony4eHus AONOMHUTENBHON MHPOPMAaLMMN O KOHKPETHBIX OFPaHNYEHUSX B MHTEpNpeTauumn pesynsratos n/mnm
OrPaHNYEHNAX KITMHNYECKOTO NCMONb30BaHUSA aHTMONOTNKA B Pa3NNYHbIX TEPANEeBTUYECKMX CUTYaLMax CM. Tabnuupl
M CHOCKM Ha cTaHgapTbl uHTepnpeTtauun MUK B nocnegHux Bepcusax pekomeHgauun EUCAST nnu pokymenTtoB CLSI
Mo onpeaeneHmnio YyBCTBUTENLHOCTY K aHTUBMOTMKaM ans npoueayp passeaequs (cepun MO7 n M100)."2.3

YTunusaumsa orxonos

YTmnmampyVlTe MCNoNb30BaHHbIE U HENCNOJIb30BaHHbIE peareHTbl, a Takke KOHTaMUHNUPOBaHHbIE pacxXxoadHble MmaTtepuanbl
B COOTBETCTBUU C TpeGOBaHVIFlMVI, npeabdasndgaemMmbiMn Ang ytmnmsaumm VIHCbeKLWIOHHbIX Martepuanos.

Kaxpasi nabopatopus obsizaHa obpaliaTbesi ¢ Nory4YeHHbIMU OTX04AaMU U CTOKaMU B COOTBETCTBUM C MX TUMOM U
CTeneHbI0 ONacHOCTK, a Takke 0bpabaTbiBaTb U YTUNM3NPOBATL MX B COOTBETCTBUM C YCTAHOBMEHHBLIMU NpaBunamm u
HopMamu.

Cnucok nutepartypbl

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI M07: MeToabl NpoBeAeHNst TECTOB Ha OnpeaerneHne YyBCTBUTENbHOCTU aapobHbIX BakTepuii K
aHTUMMKPOOHBLIM Npenapatam nyTem pasBedeHus (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHble Noka3aTeny TeCTMpOoBaHWs aHTUMUKPOOHON YyBCTBUTENBHOCTU (MOCneaHee usgaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponenckuin
KOMMWTET MO TECTUPOBAHMIO YYBCTBUTENBLHOCTU K aHTUMMKPOOHBLIM NpenapaTtam (nocnegHee usgaHve)).

Tabnuua cumBOonNoB N 0603Ha4YeHUN

Cumeon O603Ha4eHne

Homep no KaTtanory

MepguumnHckoe nsgenuve ans
OMNarHoCTuKW in vitro

M3rotoBuTtenb

TemMnepaTypHbIfi Auana3oH

Vcnonb3oBatb 4O

Bl e MU |E

Kopg, naptun
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CumBon O603Ha4eHne

3anpeT Ha NOBTOPHOE NpumMmeHeHne

CpoK XpaHeHUs nocrie BCKPbITUS

O6paTnTech K MHCTPYKLMM NO
NPUMEHEHMIO

Copep»XmMmoro 4OCTaTouHO Ans
npoBedeHns N-KonM4yecTea TECTOB

[ata nsrotoBneHus

3 <7 BN ®

OrpaHu4yeHHasa rapaHTus

KomnaHus bioMérieux rapaHTupyert, 4To paboune xapakTepucT1ki JaHHOro n3gennsi COOTBETCTBYIOT YKa3aHHOMY
npegycMoTPEHHOMY Ha3Ha4YeHMWIo B TeYEHME BCEro CpoKa aKCnnyaTaumm npyu ycnoBumm, 4To CTporo cobnoaeHsbl Bce
npouenypbl N0 NCNONb30BaHUIO, XpaHeHuto 1 0bpaboTke 1 Mepbl 6e3onacHOCTH, kKak NOAPOOHO U3MOXEHO B MHCTPYKLMAX
no akcnnyaTtaumm.

3a 1cknoYeHnem BbllL€YyKa3aHHbIX Clly4YaeB, KOMMNaHUA bioMérieux He gaeT HUKaKNX rapaHTui, B TOM Yucne
noapasymeBaeMbIX rapaHTui TOBApHOro Ka4yecTBa U rapaHTUii COOTBETCTBUS npeanonaraemMomMy Ucnosfib3oBaHUIo, N He
[aeT HUKaknx obs3atenscTs, B TOM YMCHe SIBHO BblpaXXeHHbIX, noapadymMmeBaeMbIX U KOCBEHHbIX, B OTHOLUEHUN
MCNONb30BaHMsA Kakoro-nnbo peareHTa, nporpaMmmMHoOro obecneyeHus, np|/|60pa 1 pacxogHbIX MaTtepuanoB (,u,anee —
«CMCTeMa»), OTINMMYHOIO OT YKa3aHHOIo B MHCTPYKUUAX NO 3KCnnyaTaumn.

UcTopusa nepecmotpoB

KaTteropmm TMnoB nameHeHum

H/M He npumeHnmo (nepBoe usaaHue)

KoppekTypa McnpaeneHne owmnbok B JOKYMEHTaLMM

TexHunyeckme [obaenexune, nepecMoTp W/vnu yaaneHue KacatoLencs npogykra MHdopmauum
N3MeHeHus

AOMUHUCTpATUBHBIE BBegeHne n3ameHeHun HETEXHNYECKOrO XxapakTepa, 3acny>X1BarLLUX BHUMaHWS
N3MeHeHUs nonb3oBarens

lMpumeyvaHue. HesHayumernbHble munoepagbckue, 2paMmamuyeckue U3MeHeHUs U USMEHEHUS 8
ghopmamuposaHUU 8 UCMOPUIO NePeCMOMPO8 HE BKITHOYEHI.

[ata Bbinycka Howmep Bepcumn Tun nsmeHeHun O630p U3MEHEHMI
2021-03 051834-01 lNepBoe nsgaHue H/N

[na nonyyeHms TEXHUYECKOWN KOHCYNbTauMm U NogaepKkm npocbba obpallarbcs K ynonHOMOYEHHOMY NpeacTaBuTento
npousBoauTens Ha Tepputopun Poccunckon degepaumm:

000 «brnoMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bin HaratuHckuii npoe3sg, a. 10, ctp. 1
Ten./cakc: +7 (495) 221 10 79
TenedoH ropsyen nuHnm: 8 (800) 250 10 79
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® .
ETEST® Erythromycin (EM) (0.016-256 pg/mL) 051834 - 01 - 2021-03 - ru

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHWss NOGOYHBIX AeACTBUN, HE YKasaHHbIX B UHCTPYKLMK MO NPUMEHEHUIO UMW PYKOBOACTBE Mo
aKCnnyaTauumM MeamuUmMHCKOTo U3AENUs, HexenaTerbHbIX peakuuii Npu ero NpUMeHeHnn, ocobeHHocTen
B3aUMOAENCTBUSA MEQULIMHCKUX U3Aenunii Mexay coBGom, hakToB 1 0GCTOATENBCTB, CO34a0LLUMX YTPO3Y XKU3HU U
3[0POBbIO rPaXaaH N MEOULMHCKUX PaBOTHMKOB NpY NMPUMEHEHNI 1 SKCNyaTauum MeAULMHCKUX U3aenui,
HeoGXxoaMMO HanpaBuTb cooblueHne, codepkallee ykasaHHble cBedeHus, B deneparbHyto cnyxGy no Haasopy B
cihepe 3npaBoOXpaHEHUst B COOTBETCTBUM C OEMCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, Tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SIBMNSIOTCA MCMONb3YyeMbIMU, 3apPErMCTPUPOBAHHLIMU /MM HAaXoAALWMMUCS B NPOLIECCE perncTpaumm ToBapHbIMU
3HaKamu, NpUHaanexawmmm komnanmm bioMérieux, ogHOM U3 AOYEPHMX UITM BXOASALLMX B €€ rpynmny KOMMaHWUN.

CLSI aBnsieTca ToBapHbIM 3HakoMm, npuHagnexawmm Clinical Laboratory and Standards Institute, Inc.

ToBapHbIN 3Hak 1 ToBapHoe nma ATCC, a Takxke ntobele Homepa no katanory ATCC — ToBapHble 3HaKu KOMMaHWUm
American Type Culture Collection.

EUCAST o3HauvaeT EBponeiickunii KOMMTET MO TECTUPOBAHMWIO YYBCTBUTENBHOCTU K aHTUMUKPOOHBLIM NpenapaTtamM. 3Tu
haHHble 6binm npegoctaeneHsl EUCAST Ha 6e3B03me3gHON ocHoBe 1 AOCTYNHbI Ha cante EUCAST: www.eucast.org.
ABTopckue npaea Ha Hux octatotcs y EUCAST. PekomeHpgaumnm EUCAST yacTto o6HoBnsitoTcs. Mx nocneaHue Bepcun
[OCTynHbl Ha Beb-cante www.eucast.org.

[pyrve Ha3BaHMA U TOBapHbIe 3HAKM NPUHaAIexaT ux 3aKoHHbIM BagenbLam.

dotorpacmm: bioMérieux SA

673 620 399 RCS LYON
“ Tel. 33 (0)4 78 87 20 00
bioMérieux SA Fax 33 (0)4 78 87 20 90

376 Chemin de I'Orme www.biomerieux.com

69280 Marcy-I'Etoile - France
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